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The invention relates to the field of medicine and 

concerns diagnostic reagents for research and 

analysis of biological systems. 

There is known a cardiolipin antigen for diagnosing 

syphilis, the antigen comprising cardiolipin, lecithin, 

cholesterol, absolute ethyl alcohol. 

The known cardiolipin antigen however does not 

provide high-accuracy diagnostics. 

The object of the present invention is to increase 

accuracy of diagnostics. 

To attain the object of the invention, the proposed 
cardiolipin antigen additionally comprises 
buthylhydroxytoluene with the following ratio of 
components, % by weight: 

Cardiolipin 15-10" 3 - 17-10* 3 
Lecithin 58-10* 3 - 62-10* 3 

Cholesterol 2.9 -1 0 1 - 3.1-1 0' 1 
Buthylhydroxytoluene 15-10 -3 - 17-10' 3 
Absolute ethyl alcohol the rest 
Antigen is composed as follows: 
Prepared precursors - alcoholic solutions of industrial 
cardiolipin and lecithin - are concentrated before 
integrating them into the antigen, determining 
qualitative composition and phospholipid density. 
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Used are thin-layer chromatography on silica gel and 
gravimetric analysis. 

After fractionating the precursors by thin-layer 
chromatography, concentration ratio of cardiolipin 
and lecithin (in % to other components of the 
respective precursor) is determined. Hereupon the 
content of industrial phospholipid (taking into account 
of a dry residue therein) that should be taken to 
compose this type of the preparation is calculated. 
This method of composing a cardiolipin antigen 
provide a constant, strictly defined content of 
cardiolipin and lecithin (thus, for example, 10-10" 3 
wt% of cardiolipin and 60-1 0" 3 wt% of lecithin). If the 
concentration of phospholipids in a cardiolipin 
precursor is 3.8 mg/mL, and the content of truth 
cardiolipin therein is 68 wt%, then it is necessary to 
take 6.1 ml_ of industrial cardiolipin to 100 mL of 
alcoholic solution of antigen to obtain the truth 
cardiolipin concentration of 16-1 0" 3 wt% in the 
prepared antigen. Lecithin is calculated similarly. 
Cholesterol is added on the basis of 2.9 -10' 1 - 
3.1 -10" 1 wt% in the prepared preparation. 
Preparations comprising 15.0-10" 3 and 17.0-10" 3 wt% 
of cardiolipin as well as 58.0 -lO -3 and 62.0 -10" 3 wt% 
of lecithin can be prepared in the same 
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Nos. 


Cardiolipin, 
wt% 


Lecithin, 

taftO/ 
Wl70 


Cholesterol, 
wt% 


Serologic results 


1 
i 


m.1 n* 3 

IU IU 


4R.1 n* 3 

to 1 \J 




K loUIUCiCiluy specnio 


2 


15-10" 3 


58 10" 3 


2.9-10* 1 


Sensitive, specific 


3 


16-10" 3 


60-1 0" 3 


3.0 -10 1 


Sensitive, specific 


4 


17-1 0" 3 


62-10" 3 


3.M0" 1 


Sensitive, specific 


5 


23-10" 3 


72-10" 3 


4.0 -10" 1 


Not specific 



manner. 

Test results are outlined in Table for each 
concentration. Concentrations of ingredients No.1 
and 5 are not recommended to use, since they 
deteriorate the quality of antigen. 
Buthylhydroxytoluene is added in the prepared 
preparation on the basis of the final concentration of 
19.5-10' 3 - 20.5-10" 3 wt%. The preparation is poured 
into dark glass ampules, the ampules are sealed on 
the machine in the flow of C0 2 . The ampuled 
preparation is stored at 2-5°C. 



The proposed preparation is a stabile preparation 
having standard composition, which is important for 
a diagnostic preparation to carry out qualitative 
serodiagnosis of syphilis. 

Claims 

A cardiolipin antigen for diagnosing syphilis, 
comprising cardiolipin, lecithin, cholesterol, absolute 
ethyl alcohol, characterized in that it further 
comprises buthylhydroxyltoluene to increase 
diagnostic accuracy, with the following quantitative 
ratio of ingredients, wt% : 

Cardiolipin 1 5-1 0" 3 - 17-1 0' 3 

Lecithin 58-10* 3 - 62-10 3 

Cholesterol 2.9-10" 1 - 3.1 -10" 1 

Buthylhydroxyltoluene 15-10" 3 - 17-10" 3 
Absolute alcohol ethyl the rest 
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H3o6peTeHHe othochtch k o6jiacTH MeAHim- 
Hbi h KacaeTCH AHarHocTHMecKHx peareHTOB 

AJ1H HCCJieAOBaHHH H aHaJIH3a GHOJIOrHqeCKHX 
CHCTeM. 

H3BecTeH KapAHOJinnHHOBbiH aHTureH ajih 

AHarHOCTHKH CHcfWJIHCa, COAep>KaUXHH KapAHo- 
JIHIIHH, JieUHTHH, XOJieCTepHH, a6C0JI10THbIH 
3T3HOJI. 

OAHaKO H3BeCTHbIH KapAHOJIHnHHOBblH aH- 

THreH He o6ecneHHBaeT bhcokoh tohhocth ah- 

arHOCTHKH. 

Uejibio H3o6peTeHHH abjihctch noBwmeHHe 

TOIHOCTH AHarHOCTHKH. 

3Ta uejib AOCTHraercfl TeM, mto npeAJiarae- 

MblH KapAHOJIHnHHOBblH aHTHreH AOnOJIHH- 

rejibHo C0Aep>KHT 6yTHJioKCHTo;iyoji npn cJie- 
AyiomeM cooTHOuieHHH HnrpeAneHTOB, Bee. %: 

KapAHOJiHnHH 15.10- 3 — 17*1 0— 3 

JleuHTHH 58 • 1 0- 3 — 62 . i 0- 3 

XoJiecTepHH 2,9- 10- 1 — 3,1 • 10" 1 

ByTHJioKCHTOJiyoji 19,5- 10" 3 — 20,5- 10~ 3 
A6cojiK)THbiH STaHOJi OcTajibHoe 

CocTaBJiflK>T aHTHreri CJieAyiouiHM o6pa30M. 

ToTOBhie nojiy(})a6pHKaTbi — cnHproBbie pa- 
CTBopbi TexHHqecKoro KapAHOJi unnHa h jieuH- 
THHa nepeA CBeAeHneM b aHTuren KOHueHTpH- 
pyiOT, onpeAeJiHfl Ka^ecTBenHbrn cocTaB h 



KOHUeHTpaUHH <j)OC(f)OJIHnHAOB. Hcnojib3yioT 
MeTOA tohkocjiohhoh xpoMaTorpa<J>HH Ha CH- 
jiHKarejie h BecoBoa aHajiH3. 
Pac(J)paKUHOHHpoBaB noJiy(j)a6pHKaTbi Me- 
5 toaom tohkocjiohhoh xpoMaTorpa<j>HH, onpe- 
AejiHfOT oTHOCHTeJibHyio KOHueHTpamuo Kap- 

AHOJIHIIHHa H JieUHTHHa (B % K OCTaJIbHbIM 

KOMnoHeHTaM AaHHoro nojiyc{)a6pHKaTa). Ilo- 
cjie 3Toro paccHHTbiBaioT od-beM TexHHqecKoro 
10 (})oc({)OJiHnHAa (c yueTOM cyxoro ocTaTKa b 

HeM), KOTOpblH C^ieAyeT B3flTb aah COCTaBJie- 

hhh a3hhoh cepHH npenapaTa. ripoBeAeHnoe 
TaKHM cnoco6oM cocTaBJieHHe KapAHOJinnHHo- 
Boro aHTHreaa oGecnenHBaeT nocTOHHHoe, 
15 cTporo onpeAejieHHoe coAepacaHHe KapAHOJiH- 
nHHa HJieuHTHHa (TaK, HanpHMep, KapAHOJinnn- 
Ha 10-I0- 3 Bee. %, JieuHTHHa 60- 10~ 3 Bee. %). 

IlpH 3TOM, eCJIH KOHUeHTpaUHH $OC<j)OJIHnHAOB 

b nojiy4>a6pHKaTe KapAHOJiHnHHa 3,8 Mr/Mji, a 
20 eoAepjKaHHe hcthhhoto KapAHOJiHnHHa b 
HeM 68 Bee. %, to a-hh nojiyqeHHH b totobom 
aHTHreHe KOHueHTpaunn hcthhhoto KapAHOJiH- 
iiHHa 16-10- 3 Bee. % Heo6xoAHMo Ha 100 mji 
cnHpTOBoro pacTBopa aHTHreHa B3HTb 6,1 mji 
25 TexHHqeCKoro KapAHOJiHnHHa. AHaJiorHMHo 
pacc^HTUBaeTCH jieunTHH. XojieCTepHH Ao6aB- 
Ji5!K)T H3 pacqeTa 2,9- 10" 1 — 3,1 • 10" 1 Bee. % 
b roTOBOM npenapaTe. 
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n/n 


KapAHOJwnHH, 
Bee. % 


JleUHTHH, 

Bee. % 


XojiecTepHH, 
Bee. % 


CepojiorHwecKHe 
pe3y^btaTbi 


1 


l(M(r 3 


48 10- 3 


2,0- 10- 1 


HeAOcxaTOHHO qyBCTBHTe.neH 


2 


15 10~ 3 


58 10- 3 


2,9. 10- 1 


MyBCTBHteJieH, cneumJmHeH 


3 


16- 1(T 3 


6010- 3 


3,0- 10- 1 


MyBCTBKTegieH, cneuH$H«ieH 


4 




62- 1(T 3 


3,1- 10- 1 


MyBCTBHTeaeH, cneumJwHeH 


5 


23- 10~ 3 


7210~ 3 


4,0- 10- 1 


He cneuH(|>HMeH 



AHaJiorHHHO MoryT 6biTb npHroTOB^eHbi 
npenaparb!, coAep>Kamiie 15.0-10- 3 a 17,0- 
■10- 5 Bec. % KapAHo^nnHHa, a Taicxte 58,0- 
• 10~ 3 h 62,0- 10- 3 Bee. % JieuHTHHa. 

Pe3yjibTara HcnbrrauHK a/ih Ka>KAOH koh- 
ueHTpauHH npeAcraB^eHbi b Ta6/iHu,e. 

KoHueHTpanHH HHrpe^HeHTOB Ns 1 h 5 He 

peKOMeHAyeTCH HCnOJIb30BaTb, TaK KaK OHH 

yxyAiuaiOT KanecTBO aHTureHa. 

ByTHJIOKCHTOJiyOJI A06aBJIHK)T B rOTOBblH 

npenapaT H3 pacnexa kohcmhoh KOHueHTpauHH 
19,5- 10- 3 — 20,5- 10~ 3 Bec. %. npenapaT paanH- 
BaiOT b aMnyjiw TeMHoro CTeima, aMnyjibi 3a- 
naHBaiOT Ha MaujHHe b tokc CO2. AMnyjiHpo- 
BaHHbiH npenapaT coxpaHaeTca npn 2 — 5°C. 

FIpeAJiaraeMbiH aHTHreH HB/iseTc*i CTa6HJib- 
HbiM npenapaTOM craHAapTHoro cocTaBa, mto 
b3>kho ajih AHarHOCTHMecKoro npenapaTa, no- 



3BOJIHK)lUerO npOBOAHTb 
AHarHOCTHKy CMtpHJlHCa. 



Ka^ecTBeHHyio cepo- 
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OopMy;ia H3o6peTeHHH 

KapAHOJIHnHHOBblHl aHTHreH ajih AHaTHO- 
CTHKH CHCj)HJIHCa, COAepJKaiUHH KapAHOJIHnHH, 
JieUHTHH, XOJieCTepHH, a6C0JIK)THbIH STaHOJI, 

OT^HHaiomHHca TeM, hto, c uejibio no- 

BblllieHHfl TOHHOCTH AHaTHOCTHKH, OH AOnOJWH- 

TejibHo coAep>KHT 6yTH^oKCHTOJiyoji, npH cne- 

AyiOmeM KOJIHMeCTBeHHOM COOTHOUieHHH HH- 

rpeAHeHTOB, Bee. %: 



KapAHOJinnHH 

JieUHTHH 

XojiecTepHH 

ByTHJIOKCHTO/iyOJI 
A6cO.HIOTHbIH 3T3HOJI 



15-10- 3 — 17-10- 3 
58.10-3— 62- 10- 3 
2,9- 10-*— 3,1- 10- 1 
19,5.10- 3 — 20,5- 10- 3 
OcTaJibHoe 



Pe^aKTOp M. AwHTpHeBa 



CodaBHTe^b C. Ma«nK)THHa 
TexpeA H. PbiCKHHa 



KoppeKTOpbi: 



P. BepKOBKI 

H JI. KoTOBa 
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